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I  .  

SUMMARY: The Food and Drug Administration (FDA) is announcing the 

availability of the guidance entitled “Guidance for Industry and FDA Staff; 

Medical Device User Fee and Modernization Act of 2002, Validation Data in 

Premarket Notification Submissions -[51O(k)s] for Reprocessed Single-Use 

Medical Devices” (validation data guidance). The Medical Device User Fee and e 

Modernization Act of 2002 (MDUFMA), added i section to the act to establish 

new regulatory requirements for reprocessed single-use devices [SUDS). 

MDUFMA was signed into law on October 26,2002. One requirement of the 

new provision is the submission of validation data for certain class I and II 

reprocessed SUDS. This guidance document is intended to assist manufacturers 

of reprocessed SUDS in understanding and complying with this new” MDUFMA 

requirement. The new section of MDUFMA establishes requirements 

applicable only to reprocessed SUDS. 

DATES: Submit written or electronic comments on this guidance at any time. 
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ADDRESSES: Submit written requests for single copies on a 3.5” diskette of, t,he~ 7 _ - r.. .*:” e., / --. 

draft guidance documen,t~ el?ti~~~,~“;,‘,f~~~i~ance for h$ustry and FDA Staff; > 

Medical Device User Fee and,,M,odernization Act of 2062,, V”alidation Data in ‘; / *;;,*.,z, .“_ Y.‘ c,, ,\ /. (._.’ .: 0 i, 

Premarket Notification Submissions [5lO(k)s] for Reprocessed Single-Use ~ - “. ,_ ‘,A”. j- .“.-.i.*_,,._ ‘ *_, _ , “, :_ ,,/,“_ “A ,i x, .,_ (,~1 ,I _,. , ‘~~‘~,/“s-l. . __ ,,__ 1 .,,, “, \ ,, 

Medical Devices” to the Divjsiqn of=Small JvJanufacturers, International, and \ .-Yllp!,~.jI ~2.. i _. ,_.._,., i-, ,._ _, “, ..A,,, _, 

Consumer Assistance (HFZ-220), Center for Devices and ,Rad@ogical Health 

(CDRH), Food and Drug Administration, 1350 Piccard Dr., Rockville, MD 

20850. Send two self-+bss,ed adhesive labels to assfst,$$, ,$jp~ in y , “. .a*.: ^r .:n ,,,!” “?~ ,a_ r;r” 1 .;c‘, $“,.‘“A;” .,, /. “~,/(,, “;f;-1 ;;’ ,_ “A_ “.J: :: ‘_‘l ,. 

processing your request, or fax your request to 3017443-66!.6,. __, 

Submit written comments. cgncg-$pg the guidance to the,Dfvision of h-l-- .>A _,.., _, _ ,_ /” 

Dockets, Management [HFA-305), Food and Drug Administration, 5630 Fishers 

Lane, rm. 1061, Rockville, MD 20852. Submit ,e~~e,ctron& comments to http:/ ” ” h :,.~,r.~~~!-r,~~~., &. s-F 1_ 

/www.fda.guv/dockets/ecomments., Jdentify comments withthe docket number _. .‘“a-^“* ..A .a. **/_ .,.“A ill .a1 rx_” dx4$l / i_ _i_ 1.. _d.;ll ., _ ,_ 

found in brackets in,the heading of this document. See the SUPPLEMENTARY _ ,-. ̂- ,l(xlli ^ __,I ( *.” I. ,:~.>_._, :;+;,. i-;- m: ~,i’;irr.++ : 

INFORMATION section for information on electronic access to the guidance. ‘ i ,-l$ .I I ;” 8 1.,,! .:- Tl. :_ -Ti ~yr+q.~v: , / Ly.rt+C.-* “,“‘,‘. i,:;v “$ i :& :.*,,“,,, _I ,, “- -7 ci 

FOR FURTHER INFOR~ATJON CONTACT: Timothy A. Ulatowski, Center for Devices . , 4 . . ,_ , ), ;/,i 

and Radiological Health (HFZ-300), Food andDrug Administration, 2094 _ 
- 

Gaither Rd., Rockville, MD 20850, 301-594-4692. 

SUPPLEMENTARY, INFQR@ATION.: ‘, --:‘*?3 -a- 8 L” ‘. .*, l:* r .-,_ ,&A, I_” _ L, ,,_; _ _ ,,__ (_ .,_ I:-.. p.,. ax. ._I. (_ 

I. Background 

Section 302(b) of MDUFMA adds new”requirements for reprocessed SUDS 

to section 510 &the act (21 U.S.C. 36”O). One of MDUFMA’s provisions requires 

the submission of validation data specified in the statute for, certai,n, ‘I. . ‘j, -,.. ,..,.~“~di + ‘ed~“iL ,-*:..>*-, &. ,_ , 

reprocessed SUDs (as identified by FDA). The types of validation d@a, include ,._ 

cleaning and sterilizatio,n~d@g, and functional performance data.,. 



3 

MDUFMA requires that FDA review ,he_types of reprocessed SUDs now -- - 
.- 

-s. 

subject to premarket notification requirements an&identify which of these * ,._‘_,S. 1, 

devices require the submis*sion, of5,v,a&iation data to ensure their substantial CIIl , ,, rsl”., .u”>J*aci: ;.,“;sa “k, /, .‘ ‘>+~>,r$.+... .&eyP ,: 4 * “..= .f: 1 :,.>+. ,, ., j ^,. __ II -I I -;:,.< ~‘.;:-,.,c’>“,<*<~ &; ~ _I”*)_ .<,c‘:;?“‘, ,& ; ,y,,./ “,(. .: ‘2. ?I ::a, ,_ ,,., ,^ 

equivalence to predicate devices. MDUFMA also requires that *FIIA review _. ” I . . ,, ,_... )_; -. e(, ..dI. _.)iX _,.a a, - .,,_*%,, _ ,!_i .,*a . .a , ., ._, \ ., . . , 

critical and semicritic@ reprocessed SUDS- that .are CU:T.F@Y exempt from 

premarket notification requirements and detesr@e,which of these $&~$2.- ,,,, -” I Ij ,_ i\ _I .**I~ . .I ,~ i ) $. & ;s~~.~tr > I i- ._ _1 

requires the submission of 5lO(k)s to ensure their su,bstmt&l equivalence to 

predicate devices. Under MDUFMA, the validation d,ata submitted for a>, __., I_ _, ,_, C”” *%l_li”,:,;.w~- I..-r:.i.-(.r , ,__, I .,A < I >. I*_ .ll.**.ll .~i$lsn,,,b. I ,_* I.,f,( ,. . ,: _, .r ,. a . . . . ._ , -_- , 

reprocessed S.JD must dem,onsty$e $$.t&~,&?vice will remai~~~~~~~~~~~ia!ly ~ ,, :j”* ,(_ 1 ._ ,*,:i: I”I~~-;.‘. 1 , .” , _ 

equivalent to its predicate after the maximum number of times the device is a< ), > A& ,.‘. *v” -,, ,A”. i *i*L..bi, \.~,‘i*+ i “‘,**mi”*. c *a. , .( ,‘ ,.c,*jv,:v~, _,w : “*is, /* .i,u.sb ? _, ;” ,” ., .,_. .,._ :,..F.. ._ 

reprocessed as intended,by the person submittipg the premarket n.otific,atio,n. , 

MDUFMA required that FD,A publish two lists ,in~ the Federalmgegister by 1_ ? _a.. . . ji’.iv* I ,. 

April 26, 2003, concerning the following: (1) A list :of critical reprocessed SUDS 

whose exemption from.51O(k) requirements wi]? be”term&ated, and.(z), a list 

of reprocessed SUDs that..are currently subject to 520(k) requirements for which .,,_.a+ _r ,.,* *i ,,,. 

validation damm.ust be. submitted. FDA will update these lists as necessary. . ..*. _, ._.._ I, ..,_ 1 .* .w ,.,_ _<, ‘, i,; j*zj: >,&>.” 

MDUFMA specifies timef&mes.dur@g which the, validation data must,+&. ,,__ I, ,- ^ “!, ,- ., ,_ __*.*, 6. ” “...” ,“. ;< * 

submitted for reprocessed SUDS on these lists. This guidance document h ‘ ..*-. ._ ,..> “..IF ..“,.I..,., ,/_: 

describes the types of validation data that FDA recommends these submissioWns, .~. *_ - *r,. _I_ “,.q d,. * u, *$sg&*-~; 2 ,,(&*,* “.pqq #L*‘ “p. .s:.;s yt”“““~s~“p _ ..j! ( ,r -..~“,.a .r ” 

include. Additionally, the guidance explains the effect of the valid&&n :dat,a a. 

requirement on reprocessed SuDs &&had been cieared, or had applications _I ‘_, I. ~ * ndr‘*.e,l ,--,r~xI’Y”,i.~~r*~ii _, _ _, _j.,‘_r_, /,, 

pending, before the publication of the lists. ,_ i i 

FDA is implementing this level 1 guidance dqcument upon issuance ;I.~l -,* ,.,. i, x 

because it is essential for the agency to provide immediate-guidance on the ,\ ,< ,_ # .“Si ,_arr 

validation data,required by MDUFMA. Under.,~,U~,?&‘!, manufacturersof , _. - _ ,_)_ ,* I_i ,. I . _I _ 

reprocessed SUDS have a’limited time period during which they can develop 
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and submit this validation data. The agency has determined, in light of the-- . . . _, ,,-crx, ,A>,? (i -- - 

need to provide immediate guidance to these manufacturers, that a,request for ^ : a> >. a. , 1.v a,‘ / i . ^ 

comments before issuance of this guidance is not feasi~ble. The ,data submission ./ ex ,: ,” I/_ .._, _ ( .“/ ..,;. * p, ‘,‘. ̂I /*:,. Y,‘... df :.,a ‘SC,&‘ _, .z: * _ 

recommendations*set forth&this guidance will become e.f&ctive immediately . ..l YN )_ h.% .~~” ,/ ., ,,\<“. :: :>.,:(,$>>I _ 

after approval by the Office of Management and Budget (OMB) of the collection 

of information proposed by FDA in this guidance. In developing this guidance, 

the agency-has considered”cqmm~~~S...o~n~~~~~~ @pit that were submitted ts. the, ._ . 

public docket on MDUFMA, ,implementation, docket number ‘O2N-OjW _~ 

II. Significance of Ggidqq,qe , ,),,. ..~ ” \, 1 _^. 

This guidance is being issued consistent with”EDA’s good guidance 

practices regulation (21 CFR 10.115). The guidance represents the agency’s 

current thinking on validation dataregarding the cleaning, sterilization, and 

functional performance of reprocessed SUB. It does. not c~&e .?L, P&F: ,%PY 

rights for or on any person and doe,s n.ot operate to bind.F,D.~A,.gr.the public. 

You can use an alte,rnative approach if the approach satisfies ,the, requirements 

of the applicable statutes and, regulations. If you want to discuss an altern~ative 

approach, contact the FDA staff responsible for implementing this guidance. 

If you cannot id.entify the appropriate FDA sta?E call the contact person (see 

FOR FURTHEFI INFQt?‘#iTION CONTACT). ,..~.. ah. 11”,-1 .*., ,..v /_ l*Ljtil*, 

The guidance provides information on the validation data for reprocessed ..c) 4 *,,./. : a- ** “( ..*y?ii,&r< *~~.?,v?crL~*pr ,.s-“.” *,* : 

SUDS required by MDUFMA. In some cases, FDA may have already published 

product-specific guidance, other relevant guidance ,that “applies to the same 

type of device, or guidance that is generally applic3able to premarket 

submissions. MDUFMA and this validation data guidance supersede any ..I , “‘-I*.I)~,-x-CI?C, I”w- :,.. ,,lxisk *“r\ps**.“~T.*e<h ,a.“,“+,.‘,*~+&?* ,. 

existing guidance that recommend.s less complete data and informationthan “,, I *.. .“1..‘_1. < /_. , 

described in this validation data guidance. .“,L **. I ..1-,-“L . 
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HI. Electronic Access _< ( ,_ , ,_ ,, ,,_x __ , . --._ - _ 
_. 

TO receive “Guidance for Industry and FDA; Medical Device User,Fee an.d ) _, ,..^,*r”.,,i,. * ., 

Modernization Act of Z,OCJZ, Validation Data in PremarketNqtif~c.a~~:Qn. _ (_ ,_ _ 

Submissions [5lO(k)s] for Reprocessed Single-Use Medical Devicesby fax 

machine, call the CDRH Fact&n-Demand system at’800:899~03,Q or. 301:. 1 ,.w. I.*,; ,~-~l*.;-*C- b(*i?.w.‘ 

8274111 from a touch-tone telephone. Press 1 to enterthe system. At the 

second voice prompt, press 1 to order a documen;t.,~~t~r~~he. _de~u;~,~nt,.~u,~~e~~. ,~., ; .,_ ^ 

(1216) followed by the pound sign (#). Follow the remaining voice prompts 

to complete your request. 

Persons interested in obtaining a copy of the guidance may also do so by .,_-_ ,.-, ,m,.. ,..l.,XI*r 

using the Internet. CDRH maintains an entry on the Internet-for e,asy access I(^ -_I, ~.,wj* _“I z / _A,“, ,ev/, .,-ic.r: 

to information inclu,ding text, graphics, and files that may be downloa.ded to 

.a personal computer with Internet, a,ccess: Updated on a regular basis, the 

CDRH hom,e page includes device safety alerts, Federal Register reprints, 

information on premarket submissions (including lists of approved 

applications and manufacturers’ addresses), small m.anufa#ur,er~‘s assistance, ., ̂ . “.(. __*B MS” 4 _ <, * / *, , )1 “1, .-~,~t4>~~*2*“&n?A>*, .., ..i. ,.“V.... *“-&~., ,. 

information on video conferencing and electronic, submissions, Mammography L.“, *, hr. ““,&l +*“p: _ _a, in + 

Matters, and other device-oriented inforrnatio,~.~T~~,C~RH~~~~,,s~~e~~~y be .?._ , ,.,. ,/ .,,. *. 

accessed at &-tp://mmv.fda.gov/cdrh. A search capability for all CDRH 

guidance documents&available at. http://www.fda.gov/cdrh/guidance.html,. . * ‘. .,., , i., .,%‘a., ,rira”i;*,ln*,ir &e^.,.v a. 

Guidance documents are, also available on the Division of Do&+ &!,%a~-ement j _~~,..~.,.~..*)I..>.._ .s-, ii**. ,~jw$+ ,^*‘~“$ .BU>. ri:s*~*l x”* ,.:,a% m-as :“- ‘1/” il<.f* x @&? g>, &g 3Q$Jq~$,,,*“...$,* <&@&~ ,T&“.““,~. _ ” > _. _.. .._ 

Internet site at http://www.fda.gov/ohrms/dockets., 

IV. Paperwork Reducti,eg Act of 1995 -.-*lL.“..^s /.-.*.-~w*” ..,,; “,a,“._ ,.. _ /, ,. ,_ __ ” .,_, ;, ,., I_ ,_“_ ~ ,, , 

This notice an.d the.guidance entitled “Guidan;lce for Industry and FDA; 

Medical D,evice User Fee and Modernization Act of 2002, Validation Data in ^I I I,.\ ..,__. -A, .*‘.,~-.+ .,>i-** .i&“:~r’ .a”,* ~i.,~I*.~~,*,~.~,w* ,-a- j ,,.ll._,, >a..- I I~-l:*i.:l~“.;:x’,~?,,~~~.~ (_.,I ~,bl,,.“>. ,.,: ;i”,ii’p .: :_, ‘, _ : ___ ::, *_ ,~, ,‘_,__ ; ;_ _“, _( I ; 

Premarket Notification Submissions [slO(k)sl for,Reprocessed Single-Use .*2, ,,c ..,. _ vi b,.. ?S,,. < ,, */ ,Y <^ 
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Medical Devices” contain,,a. proposed collection of informat~.~n..~~at.requires ---- - _ 

clearance by OMB under the.,P.aperwork Reduction Actof .X95.,.Ina do~cum,e.nt, .,,_ 

published elsewhere in,t~h,is issue of the Federal Register, FDA is announcing .a_* “A”/ X(il, I, L, m, _*- ~~U’.l.ur%eili*nerr~. ,.nrr.ni*i*L&*wf 

that this proposed collection of SnformatiQ,~,.has.be~n submitted to OMB for ‘_<..L .A-/,( l*“w,~(“~,%:,2.,.*: ‘ii ~&~~-4*lr~*,-i;r* .F.9.. ~s,~~,~- ,>* , ” _, , ,, _/ , _ 

emergency processing. The notice also solicits comments co,ncgrni,ng the 

proposed collection of information ._ ,x ~_ _ ,, ._ . _, _, _ \. , ,_ 

FDA will publish a separate notice in the Fed,eyal,_&egister announcing 
. 

OMB’s decision to approve, modify, or disapprove the information collection 

provisions contained in this notice and the guidance. An agency may not 

conduct or sponsor, and a person is not required to respond to, a collection 

of information unless it displays a currently valid OMB control number. 

V. Comments 

You may submit written or ele@onic comments, regarding this guidance . +,.-.a.“. 

to the Division of Dockets &lanagement (see ADDRESSES). You should submit 

two copies of a written comment ,or.,one~.~opy of an electronic comment. 

Individuals may submit one” copy of a written comment. You sh,ould,identify 

comments with the docket ,num~ber~ found in brackets in the heading of this “,, .-_“. -., ,a..- “iT-l,Crf **l,,ll;,,. .1.^-.,#“*1 ‘~a j il *&lh-**‘r**. O’“W,.&s 6 *.:a.* / 

document. The guidance document and c.o.m.r?e_nts are avai!a~?e~,in,t~e~~~~isi~~~ x : ,__.,^,l, ,, ” _ 

of Dockets Management between LCJ,a.m.T and 4 p.m., Monday through Friday. 
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